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Status 
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2a)D This action is FINAL. 2b® This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 
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Application Papers 
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10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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The election of species requirement filed 9/16/03 over food product is withdrawn. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 11-16, 19-21, 23, 25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Japan patent document JP-01277454 (JP-454). 

JP '454 teaches a composition comprising a protein-containing food material and 
a fermented milk product. The latter is a soybean curd treated with a mould belonging 
to Monascus. Meat-like food is disclosed. As to the Hue a* value, statin, and amounts 
of polyphenols, the fungus and substrate are the same as those claimed, therefore the 
Hue a* value, statins and amount of polyphenols must be present in the anticipatory 
composition. (A translation of the JP '454 is on order and will be provided with the next 
action. Applicants are invited to inquire as to whether it is available at the time they are 
preparing their response to the instant action.) 

Claims 11-16, 19-25 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for the Monascus species of fungi, does not 
reasonably provide enablement for any fungus. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make the invention commensurate in scope with these claims. On page 5 lines 5-18, the 
Monascus fungus is specified for obtaining the claimed composition. No other is 
disclosed. 



Application/Control Number: 10/072,570 Page 3 

Art Unit: 1616 

Claims 11-16, 19-23, 25 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claim 19 "soy ingredients" is vague. It is unclear as the metes and bounds of 
the phrase. No definition is provided in the specification. In claim 21 "polyphenols 
comprises" is indefinite. In claim 24 "substantially consists of is indefinite is vague; it is 
unclear as to how "substantially" modifies the judicially determined narrow meaning of 
"consisting of. In claim 14 "1 wt." is indefinite. Is "1 wt.% intended? In claim 19 "with 
statins producing fungus" is indefinite. Is "a" intended before after "with"? In claim 25 
"bar meal replacer" is indefinite. Do applicants intend "bars, meal replacer"? See 
specification, page 9 lines 18-23. 

The disclosure is objected to because of the following informalities: On page 10 
line 10 "1 wt." Is indefinite. Is "1 wt.%" intended? 
Appropriate correction is required. 

Claims 11-16 and 19-26 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Nowhere in the specification is the 
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phrase "at least 50% " in claim 19 and 22 disclosed. Nowhere in the specification is the 
phrase "at least 80%" in claim 20 disclosed. 



The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 11-16, 19-25 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-8 of U.S. Patent No. 6,849,281. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instant claims encompass the patented claims regarding the 
particular polyphenols and statins and the patented claims encompass the instant 
claims regarding the presence of the statin producing fungus. 



No claims allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Edward J. Webman whose telephone number is 571- 
272-0633. The examiner can normally be reached on M-F from 8 AM to 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, J. Richter, can be reached on 571-272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




